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»j<Fi«in:, artioT 3, 2001 /^ 13 , 1923 ^ 
NEW DELHI, TUESDAY, APRIL 3,2001/CHAITRA13,1923 


WW 3ftr MftMTT'3T^TPrr 
(-RTW ftrWT) 
arftRjiiRi 

fe#, 3 3T^T, 2001 

miSRI.^T. 242( 3T ).—3lWf*T afo TOWI RRRft ftRR, 1945 t?>T aft* RinttRT ^ % f?R( 'PPRff RTRR, 

afrctram wnft#rf¥m, 1940 (1940^23)^^12 3=ftr«(ra 33art w^tk, <t><Rn u i 

Tnm?rc (w?«q faRFi) ^ artRjeRi rt. 905(31) Tnfrtsr 1 2000 ■5111 % tpm araMim, -hpt II, tspjr 3, 

3 TOTJ 5 (i) wrtsr 1 few, 2000 rt wrfwi ^ § ftnrt urt-Bzrrtflrt rt fcnk 3 r 3 Tmrfrtr vrt rttiwn I, rr 
^nffar rt "3 ^t 3#rjkptt rt ■g«RT R>m Rft rtw ^t=rtt ^ rt ' :3 nrt t) ■Inicfiw f*n Rft ar^fa % awi rt ^ 

artirt aftr ipra Rrt rr 

afa Tnm Rft rRtrt i-i2-2000 r?t rrt rt r^ *ff, 

%^5frt rrfr % w rtrr fWf rt rtrrt ■$ rtrt amrtf art: ■pnrt ri ftRR rr ■ftiRT t, 

am: R P hR , rrr grtiftmrtt RTTt 12 art rtr 33’gro iWtoMiww 

rt irrof rr^ % rtrtc^ afrtftr alk rrtrr rtrr) Irrr, 1945 rh aflr rrIrr rr% % Pi^RiRan fwr •m-hoI %, 
3Tr1r(:— 

1. (i) T3ftRRf ■'FTR%RT RTR afrtfa rtk RRRFT wrtt rt^RT) ftRR, 2001 t I 

(il) rt TTSTTJT'a T rti ITOTFT ^ TTTfrtST ^ I 

2. 3fcTf*T affk iraRRT RTRrt ft*TR, 1945 % I^RT 105 % artrtRT (2) $, ^ % R^Rl, fi*rtilRa(i RT^ 

3RT:3 ; *Tlf J m ftRTT WOTR, 3T«rtl( : — 

"■qtlj "Rf 3^T f%f^5FR % ■'SRT^ RR ^R IFf^’' I 

[R. X-11014/9/2000-^k[RRR 3?tT %K(] 

TfnwijRn, R'giw Rfrti 

:—1-5-1979 a^rtfi4 a^TraRRTRRTtftf^RRT, 1945 ( ^s1af]y i 'o|^-61) RtR«R ’’iftRR WRNT 

ttarraR (RiRwirtrmn) rt 3?rtftt 3^3rawiRRrt rP^rw, 1940 s?R Irtw (rt.-rt.rtt.RR.tJR. 

6i)Hfrtftrcrt 3^a^rtarfiRTRRtirfha 28-3-2001 ^HT.w.fa. 2is(3T) %^nr^TYfr^fNFPMi ^trt «tt i 

(i) 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 3rd April, 2001 

G.S.R. 242(E). —Whereas a draft of certain rules further to amend the Drags and Cosmetics Rules, 1945 was 
published as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at page 2, with the 
Notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health), No GSR 
905(E) dated the 1st December, 2000 m the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (l) dated 1st 
December, 2000 inviting objections and suggestions from all persons likely to be affected thereby before the expiry of 
period of forty-five days from the date on which the copies of the Official Gazette containing the said Notification were 
made available to the public, 

And whereas copies of the said Gazette were made available to the public on 1-12-2000, 

And whereas objections and suggestions received from the public on the said draft rules have been considered by 
the Central Government, 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central Government, 
after consultation with Drugs Technical Advisory Board, hereby makes the following rales further to amend the Drugs 
and Cosmetics Rules, 1945, namely — 

1 (1) These rules may be called the Drugs and Cosmetics (Fourth Amendment) Rules, 2001 
(2) They shall come into force on the date of their publication in the Official Gazette 

2 In the Drugs and Cosmetics Rules, 1945, in rule 105 in sub-rule (2), after the second proviso, the following 
proviso shall be inserted, namely — 

“Provided further that Oxytocin injection meant for sale shall be in single unit blister pack only ” 

[No X-11014/9/2000-DMS &PFA] 
DEEPAK GUPTA, Jt Secy 

Foot Note :—The Drags and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Drags and Cosmetics Act, 
1940 (PDGHS-61) and last amended vide GSR 218(E) dated 28-3-2001 
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